DANH SACH CAC PO'T PANH GIA THU’C HANH TOT (GxP) PA TIEN HANH NAM 2019

( Cap nhat tdi ngay 31/08/2019)

. . ) » 2 . TIEU THOI GIAN
TT TEN CO' SO PIA CHI CO' SO PHAM VI DANH GIA CHUAN DANH GIA
1 |Cong ty C6 phan S8 36, dai 16 Hi*u Nghi, |* Thudc san xuat vo trung: Thudc dang ran va cay ghép (Thudc bdt pha tiém chira khang sinh nhém WHO-GMP | 03-04/01/2019
Trust Farma Qudc té€ |khu cdng nghiép Viét  |Cephalosporin).
Nam - Singapore, * Xuat xudng thudc vé trung.
phudng Binh Hoa, thi  [* Ddng gdi so cip: Tat ca cac dang thudc & muc Thubc san xuat vo trung.
x3 Thuan An, tinh Binh |* Ddng géi thi cap.
Duwong. * Kiém tra chat lugng: Vi sinh (P8 vo trung; Gidi han nhidm khuan; Dinh lwong hoat luc khang sinh bang vi
sinh vat); Héa hoc / VAt ly; Sinh hoc (N&i ddc té vi khuan).
2 [Céngty C8 phan Nha may duwoc phdm: [* Thudc dwoc liédu, thudc ¢ truyén: Vién nang cirng; Thudc dung ngoai dang 1dng (Dung dich dung ngoai); WHO-GMP | 04 -05/01/2019
Dwoc - Vattwy té T6 1, khu 10, phwong  |Thudc udng dang Idng (Cao 1dng; Ruou thudc; Dung dich thudc udng; Sird); Dang bao ché ran khac (Thudc
Quang Ninh Viét Hwng, thanh phé  |bdt; Thudc cdm); Vién nén (Vién nén; Vién nén bao phim; Vién nén bao duwdng); Vién hoan (Vién hoan mém);
Ha Long, tinh Quang  [Thudc khéc (Tra thudc).
Ninh. * Nguyén liéu tir duoc liéu: Cao dugc lidu (Cao dic, cao l1dng, cao khd); Cdm, bot dugc lidu (Bot dugc lidu);
Khac (Duoc liéu d3 ché bién).
* Péng goi so cap: Tat ca cac dang thudc & muc Thudc duwoc lidu, thubc cd truyén; Nguyén liéu tir duoc liéu.
* Péng goi thir cap.
* Kiém tra chat lwong: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.
(*Pham vi chirng nhan bao gbm ca thudc chira duoc liéu thudc Danh muc duoc liéu déc 1am thudc.*)
3 [Chinhanh Céng ty L6 AIV-4, khu cdng * Thubc khong vo trung: Thube dung ngoai dang 1dng (Dung dich, hén dich, nhii dich, con thudc); Thudc dang | WHO-GMP | 07-08/01/2019

TNHH dwoc phdm
Nam Viét - Xwéng
san xuat thudc

nghiép Giao Long GD I,
xa An Phudc, huyén
Chau Thanh, tinh Bén
Tre.

ban ran (Thudc kem va Thudc m& dung ngoai).

* Xuat xwdng thudc khéng vé trung.

* Thubc duoc lidu, thudc ¢ truyén: Vién nén (Vién nén, vién nén bao dudng; vién than hoat tinh); Vién hoan
(Vién hoan cirng).

* Xuat xwdng thudc duoc lidu, thudc ¢b truyén.

* PAng goi so cap (chi bao gdm cac thudc dang déng chai): Tat cd céc dang thudc & muc 2.1; 4.1.

* Péng goi thir cap: Tat ca cac dang thudc & muc Thudc khéng vo trung; Thudc dwoc lidu, thudc cd truyén.

* Kiém tra chat lwong: Vi sinh (Gidi han nhiém khuan; Binh lwong hoat luc khang sinh bang vi sinh vat); Hoa
hoc / Vat ly.

(*Pham vi chirng nhan bao gdm ca thudc chira dugc liéu thudc Danh muc duoc liéu doc lam thube.*)
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. . ) , “ z TIEU THOT GIAN
TT TEN CO’ SO PIA CHI CO' SO PHAM VI PANH GIA CHUAN DANH GIA
4 |Nha may Thira dat s6 307, Cum  |* Thudc khdng vé tring: Vién nang cirng; Vién nang mém; Dang bao ché ran khac (Thudc bét, thudc cdm); WHO-GMP | 09-10/01/2019
HDPHARMA EU - coéng nghiép Cam Vién nén (Vién nén, vién nén bao phim).
Céng ty cd phan Thugng, phudng Cam * Xuat xuwdng thudc khéng vo trung.
Dwoc Vat tu Y té Hai [Thuong, thanh phé Hai |* Déng gdi so cdp: Tat ca céc dang thudc & muc Thuéc khdng vo trung.
Duong Duong, tinh Hai Duong. [* Bong gdi thi cap.
* Kiém tra chat lwong: Vi sinh (Gidi han nhiém khuan; Binh lwong hoat luc khang sinh bang vi sinh vat); Hoa
hoc / Vat ly.
(*Pham vi chirng nhan bao gbém ca thuéc dang phdi hop cé chira chat gy nghién, chat hudng tadm than, tién
chat dung lam thudc, thudc thuéc Danh muc thuéc doc, nguyén liéu ddc lam thudc, thudc thudc Danh muc
thudc, dugc chat thudc Danh muc chat bi cdm s dung trong mét sé nganh, linh vuc*)
5 |Céngty c8 phan Khu 8, xa Phu Ninh, * Thubc duoc liéu, thude cb truyén: Vién nang cirng; Dang bao ché ran khac (Thudc bot, Thudc cdm); Vién WHO-GMP | 10-11/01/2019
dwoc liéu Viet Nam  |huyén Phu Ninh, tinh  |nén; Vién hoan; Thudc khéac (Ché thuéc, thudc thang).
(VIETMEC) Pha Tho * Xuat xwdng thudc duoc lidu, thudc ¢ truyén.
* Nguyén liéu tir duoc lidu: Cao dugc lidu (Cao ddc, cao ldng, cao khd); Cm, bt dugc lidu; Khac (Duoc lidu
d3 so ché, ché bién, Vj thubc c8 truyén).
* Péng goi so cap: Tat ca cac dang thudc & muc Thudc duwoc lidu, thubc cd truyén; Nguyén liéu tir duwoc liéu.
* Péng goi thir cap.
* Kiém tra chat lwong: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.
(*Pham vi chirng nhan bao gbm ca thudc va nguyén liéu lam thudc chira dugc liéu trong Danh muc duoc liéu
doc 1am thudce.*)
6 |Trungtam thir S8 222 Phuing Hung, Kiém nghiém thudc, nguyén liéu lam thuéc WHO-GLP 15-16/01/2019

nghiém lam sang va
twong dwong sinh
hoc - Hoc vién Quan Y

Ha Bbong, Ha Noi
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TT

TEN CO' SO

PIA CHi CO' SO

PHAM VI PANH GIA

TIEU
CHUAN

THO'1 GIAN
PANH GIA

Céng ty cd phan
Dwoc Minh Hai

S6 322 dudng Ly Van
Lam, phudng 1, thanh
phd Ca Mau, tinh Ca
Mau.

* ThuBc san xuat vd trung: Thudc dang 16ng thé tich nho (Thudc nhd mat).

* Xuat xudng thubc vé trung.
* Thuéc khdng vo trung: Vién nang cirng (Non-B; Penicillin; Cephalosporin); Thudc dung ngoai dang 1dng
(Dung dich thu8c dung ngoai, thudc nhd mii, thudc nho tai); Dang bao ché ran khac (Non-B: Thudc bot,
thuéc cdm; Penicillin: Thudc bot, thudc c6m; Cephalosporin: Thudc bét, thuc cdm); Thudc dang ban ran
(Thudc kem, thuéc m&); Vién nén (Non-B: Vién nén, vién bao phim, vién bao dudng; Penicillin: Vién nén, vién
bao phim; Cephalosporin: Vién nén, vién bao phim).

* Xuat xuwdng thudc khéng vo trung.
* Pong gdi so cap: Tat ca cac dang thudc & muc Thudc vé trung. 1.4; Thudc khéng vé trung.
* Pong gdi thir cap.
* Kiém tra chat lwgng: Vi sinh (D6 vo trung; Gidi han nhiém khuan; Dinh lvong hoat luwc khang sinh bang vi
sinh vat); Hoa hoc / Vat ly.
(*Pham vi chirng nhan bao gbm ca thuéc thudc Danh muc thuéc, dugce chat thudc Danh muc chat cdm sir
dung trong mét s6 nganh, linh vyrc; thudc thudc Danh muc thudc ddc, nguyén liéu déc 1am thudc (trir thuéc
chira chat doc té bao/kim té bao va hormon sinh duc).*)

WHO-GMP

18-19/01/2019

Cong ty c8 phan
Dwgc phdm VCP

Xa Thanh Xuan, huyén
Séc Son, thanh phd Ha
Noi.

* Nguyén liéu tir duoc lidu: Cao dugc lidu (Cao dic, cao 1dng, cao khd); C&m, bt dugc lidu; Khac (Tinh dau;
Duoc liéu so ché - ché bién

Tinh d3u; Vi thudc ¢ truyén; Vi thudc ¢é truyén dang cém).

* Péng goi so cap: Tat ca cac dang thudc & muc Nguyén liéu tir dugc lidu.

* Péng goi thir cap.

* Kiém tra chat lwong: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.

WHO-GMP

19-01-2019

Cong ty c8 phan
Dwogc phdm Gia
Nguyén

Puong YP6, khu cong
nghiép Yén Phong, xa
Déng Phong, huyén
Yén Phong, tinh Bac
Ninh.

* ThuBc san xuat vo trung: Thudc dang 18ng thé tich nhé (Thudc nhd mat).

* Xuat xudng thudc vé trung.
* Thudc khdng vo trung: Vién nang cirng; Vién nang mém; Thudc duing ngoai dang 1dng (Dung dich duing
ngoai; Hon dich dung ngoai; Nhii dich dung ngoai; Thuéc nhd miii; Dung dich xit miii); Thudc udng dang Idng
(Dung dich udng; HAn dich udng; Sird udng); Dang bao ché ran khac (Thudc bdt, thudc cdm); Thudc dang ban
ran (Kem, gel, m& dung ngoai); Vién nén (Vién nén, vién nén bao phim).

* Xuat xudng thudc khéng v trung.
* PAng goi so cap: Tat ca cac dang thuéc & muc Thubc khéng v trung.
* Péng goi thi cap.
* Kiém tra chat lwong: Vi sinh (P8 vo trung; Gidi han nhiém khuan; Dinh lvong hoat luc khang sinh bang vi
sinh vat); Héa hoc / Vat ly; Sinh hoc (N&i ddc t6 vi khuan).
(*Pham vi chirng nhan bao gédbm ca thudc thuéc Danh muc thudc, dugc chat thuéc Danh muc chat cAm sk
dung trong mdt sd nganh, linh vuc; thuée thudc Danh muc thude ddc, nguyén liéu doc lam thudc (trir thudc
chira chat doc té bao/kim té bao va hormon sinh duc).*)

WHO-GMP

21-22/01/2019

Danh sach céc dot danh gid GxP d3 tién hanh ndm 2019

3/10

Cap nhat dén 31/08/2019




doanh Dwoc pham
Eloge France Viét
Nam

V8, x3 Phuong Liéu,
huyén Qué V8, tinh Bic
Ninh.

Thuéc bét, thudc cém; Penicillin: Thudc bdt, thudc c6m; Cephalosporin: Thudc bét, thudc cdm); Vién nén
(Non-B: Vién nén, vién bao phim, vién bao duwang; Penicillin: Vién nén, vién bao phim).

* Xuat xwéng thudc khdng vo trung.

* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng v tring.

* Pong goi thir cip: Tat ca céc dang thudc & muc Thuéc khdng vo trung.

* Kiém tra chat lwgng: Vi sinh (Gidi han nhiém khuan; Binh lwgng hoat luc khang sinh bang vi sinh vat); Hoa
hoc / Vat ly.

(*Thu6c khdng chira khang sinh nhdm B-Lactam: Pham vi chitng nhan bao gdm ca thudc chira dwoc chat
thudc Danh muc thudc, duwoc chat thudc Danh muc chat cdm st dung trong mét s6 nganh, Iinh viee.*)

. , 2 2 “ 2 TIEU THOT GIAN
TT TEN CO' SO PIA CHI CO' SO PHAM VI PANH GIA CHUAN DANH GIA
10 |Céngty c6 phan Khu céng nghiép Phi  [* Thubc dworc liéu, thubc cé truyén: Vién nang mém (vién nang mém). WHO-GMP | 21-22/01/2019
Dwoc LAm Dong Hoéi - Dlrc Trong - LAm  |* Nguyén liéu tir dwoc liéu: Cao duoc liéu (Cao déc, cao 1dng, cao khé).
(LADOPHAR) Pong. * Pong gdi so cdp: Tat ca cac dang thudc & muc.
* Kiém tra chat lwong: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.
11 |Cdng ty cd phan L6 s6 15, khu cong * ThuBc san xuat vo trung: Thudc dang 18ng thé tich nhé (Thudc nhd mat). WHO-GMP | 23-24/01/2019
Dwoc phdm Ha Ndi  [nghiép Quang Minh, x3 * Xudt xwéng thubc vé trung.
(Hanoi pharma JSC)  |Quang Minh, huyén * Thudc khdng vé trung: Vién nang clirng; Thudc dung ngoai dang 1&dng (Thudc nhé miii, thudc nhd tai); Dang
Mé Linh, thanh phd Ha |bao ché rin khéac (Thudc bat, thudc cdm); Thudc dang ban ran (Thudc kem, thudc m&); Vién nén (Vién nén,
NOi. vién bao phim, vién bao duong).
* Xuat xudng thudc khéng vo trung.
* Péng goi so cap: Tat ca cac dang thudc & muc Thudc khdng v tring.
* Péng goi thir cap.
* Kiém tra chat luong: Vi sinh (P8 vd trung; Gidi han nhiém khuan; Dinh lwong hoat luc khang sinh bang vi
sinh vat); Hoa hoc / Vat ly.
(*Pham vi chirng nhan bao gbm ca thuéc thudc Danh muc thudc, dugc chat thudc Danh muc chat cAm sir
dung trong mdt s6 nganh, linh vic; thudc thudc Danh muc thudc d6c, nguyén liéu déc lam thudc (trir thudc
chira chat doc t& bao/kim t& bao va hormon sinh duc).*)
12 |Cdng ty cd phan S6 166-170, phé * Thudc khdng chira khang sinh nhém B-Lactam: thudc tiém thé tich nhé, thudc tiém bot déng khd, vién nén, | WHO-GMP | 25-26/01/2019
Pymepharco Nguyén Hué, phudng  |vién bao phim, vién nang cttng, vién nang mém, thudc bot va thudc com; & EU-GMP
7, thanh ph8 Tuy Hda, |* Thudc chira khang sinh nhém Cephalosporin: thudc tiém bét, vién nén, vién bao phim, vién nang cirng,
tinh Pha Yén. thudc bot va thudc com.
13 |Trung tdm Kiém S6 7, Ngd 107, budng  |Kiém nghiém thudc, nguyén liéu lam thuéc WHO-GLP 29-30/1/2019
nghiém Ha N6i Nguyén Chi Thanh,
Quan DPdng Pa, Tp. Ha
Noi.
14 [Céngty c6 phan lién |Khu Cong nghiép Qué  |* Thudc khong vo trung: Vién nang cirng (Non-B; Penicillin; Cephalosporin); Dang bao ché ran khac (Non-B: WHO-GMP 11-12/3/2019
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. 2 2 . « 2 TIEU THOT GIAN
TT TEN CO’ SO DIA CHI CO' SO PHAM VI DANH GIA CHUAN DANH GIA
15 [Céngty c6 phan L6 B14-3,4, dudng * Thudc san xudt vo trung: Thudc dang ran va cdy ghép (Thudc bot pha tiém chira khéng sinh nhém WHO-GMP | 15-16/03/2019
Dwgc phdm Am vi N13, khu cong nghiép |Cephalosporin va Carbapenem).
(Amvipharm) Dong Nam, x3 Hoa * Xuat xudng thudc vé trung.
Phu, huyén Ca Chi, * Thubc khéng vo trung (chira khang sinh nhém Cephalosporin): Vién nang cing; Dang bao ché ran khac
thanh ph& H6 Chi Minh. |(Thuéc bét, thudc c6m); Vién nén (Vién nén, Vién nén bao phim, Vién nén bao dudng).
* Xuat xwdng thudc khéng vo trung.
* Pong gdi so cap: Tat ca cac dang thudc & muc Thubc khdng v tring.
* Pong gdi thir cap: T4t ca cac dang thubc & muc Thudc khéng vé trung; Khac (bao gdm ca thudc khéng chira
khang sinh nhdm B-Lactam).
* Kiém tra chat lvgng: Vi sinh (D3 vo trung; Gidi han nhiém khuan; Dinh lwong hoat lwc khang sinh bang vi
sinh vat); Héa hoc / Vat ly; Sinh hoc (N&i d6c t6 vi khuan).
16 |[Cdngty c6 phan Cum cdéng nghiép Ha  [* Thudc sinh hoc: Thuéc cdng nghé sinh hoc (Thudc bét chira vi sinh; Thudc uéng dang 1&dng chira vi sinh). WHO-GMP 16-03-2019
Dwoc phdm CPC1 Ha [Binh Phuong, X3 Van * Xuat xudng thudc sinh hoc.
Noi Binh, Huyén Thuong * Nguyén liéu sinh hoc (Nguyén liéu dang bot chira vi sinh; Nguyén liéu dang long chira vi sinh):
Tin, Thanh phé Ha Noi. |* Bong goi so cip: Tat ca céc dang thudc & muc Thudc sinh hoc.
* Péng gdi thir cap.
* Kiém tra chat lwong: Vi sinh (P6 vo trung; Gidi han nhiém khuan); Héa hoc / Vat Iy.
17 |Céngty TNHH Dwoc |L& N1-C dudng sb 4, * Péng gbi thir cap (Thudc bao quan lanh (bao gdm ca vac xin va sinh pham y té&); Thudc khong chira khang WHO-GMP 18-03-2019
pham va trang thiét  [Khu cong nghiép Long [sinh nhém B-Lactam bao quan diéu kién thudong).
bi y té€ Hoang Birc Hau m& rong, Ap 3, Xa
Long Hau, Huyén Can
Giudc, Tinh Long An,
Viét Nam.
18 |Céngty TNHH Nagai |S6 18 VSIP, Pudng s6  [Bao bi dwgc phdm khéng vo trung tir nhiya: chai, ndp, nat GMP bao bi 19-03-2019
Viét Nam 8, Khu cong nghiép
Viét Nam - Singapore,
Huyén Thudn An, Tinh
Binh Duong
19 [Congty c6 phan Tang 3, Tda nha s6 130 |Thudc, nguyén liéu lam thudc WHO-GLP 26-27/3/2019

chirng nhan va giam
dinh Vinacert

Nguyén Dtrc Canh,
Phuong Tuong Mai,
Quan Hoang Mai,
Thanh phé Ha Noi
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. . 2 2 “ 2 TIEU THOT GIAN
TT TEN CO' SO PIA CHI CO' SO PHAM VI PANH GIA CHUAN DANH GIA
20 |Céng ty cd phan * Nha may san xudt: Lo |* Thudc sdn xuét vo trung: Thudc dang ran va cdy ghép (Thudc bdt pha tiém chira khang sinh nhém WHO-GMP | 02-03/04/2019
Dwoc phdm Tenamyd [Y01-02A, dudng Tan Cephalosporin).
Thuéan, khu cong * Xuat xudng thudc vé trung.
nghiép/Khu ché xuidt  [* Dong gdi thir cap.
Tan Thuan, phuong * Kiém tra chat lvgng: Vi sinh (P8 vo trung; Gidi han nhiém khuan; Dinh lwong hoat lwc khang sinh bang vi
Tan Thuan Poéng, quan [sinh vat); Héa hoc / Vat ly; Sinh hoc (N&i déc t6 vi khuan).
7, thanh ph& H5 Chi
Minh.&
* Kho bao quan: L6 17,
dudng s6 3, Khu cong
nghiép Tan Tao, quan
Binh Tan, thanh phd
H6 Chi Minh.
21 |Céng ty cd phan S8 28, Budng 351, Xa  |* Thudc khéng vé trung: Vién nang cirng; Thudc udng dang 1dng (Sirdé thudc; Dung dich thuéc uéng; Nhii dich | WHO-GMP | 04 - 05/4/2019
Dwoc phdm Trung Nam Son, Huyén An thudc udng); Dang bao ché ran khac (Thudc bét, thudc cdm); Vién nén (Vién nén, vién nén bao phim).
wong 3 (FORIPHARM) [Duong, Thanh phé Hai [* Xudt xwéng thubc khéng vé trung.
Phong * Pong gdi so cdp: Tat ca cac dang thudc &@ muc Thubc khdng v tring.
* Pong gdi thir cip: Tat ca céc dang thudc & muc Thuéc khdng vo trung.
* Kiém tra chat lwgng: Vi sinh (Gigi han nhiém khuan; Dinh lwgng hoat luc khdng sinh bang vi sinh vat); Héa
hoc / Vat ly.
(*Bao gbm ca thudc, dugc chat thudc danh muc chat bi cAm sir dung trong mét s nganh, linh vue.*)
22 |Congty C6 phanY 202A Pudng 11, * Thuéc tiém phdng xa chira Fluorin 18 flurodeoxy glucose (18F-FDG) WHO-GMP 04-04-2019

hoc Rang Bong - Chi
nhénh tai thanh phd
H6 Chi Minh

phudng Linh Xuan,
quan Tha Dire, thanh
phd H6 Chi Minh
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. . ) , “ z TIEU THO' GIAN
TT TEN CO’ SO PIA CHI CO' SO PHAM VI PANH GIA CHUAN DANH GIA
23 |Céng ty TNHH Pong  |S6 02, dworng 430, 8p  |* Thudc duoc lidu, thudc c8 truyén: Vién nang cirng; Thudc dung ngoai dang 1dng (Thudc nudc dung ngoai; WHO-GMP | 08-09/04/2019
Nam Dwgc Bao Long |1, x3 Phudc Vinh An,  [Con xoa bdp); ThuSc udng dang 16ng (Thudc nudc ubng); Vién nén (Vién nén, vién nén bao phim); Vién hoan
huyén CG Chi, thanh (Vién hoan cirng, vién hoan mém); Thudc khac (Tra hoa tan, tra tui loc; Rwou thudc).
ph& HB Chi Minh. * Xudt xwéng thudc duoc lidu, thudc cb truyén.
* Nguyén liéu tir duogc liéu: Cao dugc liéu (Cao dic, cao 1dng, cao khd); Khac (Dugrc liéu d3 so ché, ché bién).
* Péng gbi so cap: Tat ca cac dang thudc & muc Thudc duoc lidu, thudc cb truyén va Nguyén liéu tir dugc
lieu.
* Péng gbi thir cap: Tt ca cac dang thudc & muc Thudc dugc lidu, thudc cb truyén va Nguyén lidu tir dugc
lieu.
* Kiém tra chat lwong: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.
(*Pham vi chirng nhan bao gbm ca thudc chira duoc liéu thudc Danh muc duoc liéu déc lam thude.*)
24 [Coéng ty TNHH Van Pudng s6 3, cum cdng  |* Thubc duoc lidu, thubc ¢ truyén: Vién nang cirng; Thudc dung ngoai dang long (Dung dich dung ngoai; WHO-GMP 10-04-2019
Xuin nghiép Lién Hung, 3p  |Dau gid); Dang bao ché rdn khéc (Thudc bét, thudc cdm); Vién nén (Vién nén bao phim).
Binh Tién 2, xa Dirc * Xuat xwdng thudc dugc liéu, thudc cb truyén.
Hoa Ha, huyén Dirc * Nguyeén liéu tir dugec liéu: Cao dugc liéu (Cao kho).
Hoa, tinh Long An. * Péng gbi so cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thubc cb truyén va Nguyén liéu tir duoc
lieu.
* Péng gbi thi cap: Tat ca cac dang thudc & muc Thudc duoc lidu, thudc cb truyén va Nguyén liéu tir duoc
lieu.
* Kiém tra chat lwong: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.
(*Pham vi chirng nhan bao gbm ca thudc chira duoc liéu thudc Danh muc duoc liéu déc lam thude.*)
25 |Céng ty cd phan S8 19, duwdng s6 18, * Thuéc dwoc liéu tir cao duoc liéu, tinh dau: vién nang mém, dung dich thudc uéng, tinh dau, dau gié va gel, | WHO-GMP 24-25/4/2019
Dwoc Nature Viét phuéng Linh Chiéu, dung dich dung ngoai
Nam quan Thu Dirc, thanh
phd HB Chi Minh.
26 [Cong ty c6 phan L6 I-8-2, duong DS, * Thudc khong chira khdng sinh nhdm B-Lactam: Vién nén, vién bao phim, vién bao dwdng, vién nang cing, WHO-GMP 25-26/04/2019

Sanofi Viét Nam

Khu céng nghé cao,
phudng Long Thanh
MY, quan 9, thanh phd
H6 Chi Minh.

thudc bét, thubc cém, thudc nudc udng dang ampoule, thudc nudc dung ngoai, thudc kem, thudc m&, thudc
gel, si rd thudc

(bao gdm ca thuéc thudc Danh muc thudc, dwoc chat thudc Danh muc chat bi cdm sl dung trong mot sé
nganh, linh vic)
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27 |Chinhanh 3 - Congty |S6 22, duwdng S6 2, khu [* Thudc san xudt vo trung: Thubc dang ran va cdy ghép (Penicillin: Thudc bdt pha tiém; Cephalosporin: Thuéc | EU-GMP 16 -17/5/2019
¢6 phan Dwgc phdm |cong nghiép Viét Nam- [bot pha tiém).
Imexpharm tai Binh  |Singapore II, phudng * Xuat xudng thudc vé trung.
Duong Hoda Phu, thanh phé * Thubc khéng vo trung: Vién nang cing (Cephalosporin); Dang bao ché ran khac (Cephalosporin: Thudc bét,
Tha Dau M6t, tinh Binh [thu8c cdm); Vién nén (Cephalosporin: Vién nén, vién bao phim).
Duong. * Xuat xwdng thudc khéng vo trung.
* Pong gdi so cap: Tat ca cac dang thudc & muc Thubc khdng v tring.
* Pong gdi thir cap.
* Kiém tra chat lwgng: Vi sinh (D3 vd trung; Gidi han nhiém khuan); Hoa hoc / Vat Iy; Sinh hoc (Ni doc t& vi
khuan).
28 [Céng ty TNHH United [S6 16 VSIP II, dudng s6 |* Thudc khdng vé trung: Vién nang cirng; Thudc udng dang 1dng (Dung dich; HAn dich; Gel); Dang bao ché WHO-GMP 17-18/5/2019
International Pharma |7, khu cong nghiép Viét |ran khac (Thudc bét, thudc c6m, vién nén sdi bot, thudc bot sli bot, thudc cém sli bot); Vién nén (Vién nén,
Nam - Singapore I, vién nén bao phim).
Khu lién hop céng * Xuat xuwdng thudc khéng vo trung.
nghiép - dich vu - d6 * Péng goi so cap: Tat ca cac dang thudc & muc Thubc khdng v tring.
thi Binh Duong, * Péng goi thir cap: Tat ca céc dang thudc & muc Thudc khdng vo trung.
phudng Hoa Phy, * Kiém tra chat lwong: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.
thanh phé Thi Dau (*Pham vi chirng nhan bao gdm ca thudc chira dugc chat thudc Danh muc thudc, dugc chat thuéc Danh muc
M@ét, tinh Binh Duong. [chat cAm sir dung trong mét s6 nganh, linh vie.*)
29 |Céng ty cd phan S8 6A3, Qudc 16 60, * Thubc khong vo trung: Thudc udng dang 1dng (Hon dich udng, thudc nwéc udng, sird, gel usng). WHO-GMP 22-23/5/2019
Dwoc phdm Bén Tre [phudng Pha Tan, * Xuat xwéng thudc khéng vé trung.
(Bepharco) thanh phé Bén Tre, * Péng gbi so cap: Tat ca cac dang thudc & muc.
tinh Bén Tre. * Péng goi thir cap:
* Kiém tra chat lwgng: Hoa hoc / Vat ly.
(*Pham vi chirng nhan bao gbm ca thuéc thudc Danh muc thudc, dugce chat thudc Danh muc chat cAm st
dung trong médt s6 nganh, linh virc; thudc thudc Danh muc thudc doc, nguyén liéu déc 1am thudc (trir thudc
chira chat doc té bao/kim t& bao va hormon sinh duc).*)
30 |Co sé& sdn xuatdéng [Ap Tan Thuan B, x3 * Thubc duoc liéu, thube cb truyén: Thudc dang ban ran (Thudc kem, thudc ma). WHO-GMP 23-05-2019

duoc 408

Binh B¢, huyén Chau
Thanh, tinh Tién Giang.

* Xuat xwdng thudc duoc lidu, thudc ¢6 truyén.

* Péng goi so cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thudc ¢ truyén.
* Péng goi thir cap: Tat ca cac dang thudc & muc Thudc duoc liéu, thudc cb truyén.
* Kiém tra chat lwong: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.
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31

Vién Kiém nghiém,
nghién ciru duoc va
trang thiét biy té
Quan doi

Xa Lién Ninh, huyén
Thanh Tri, thanh phd
Ha Noi

Kiém nghiém thuéc

WHO-GLP

17-18/6/2019

32

Cdng ty ¢ phan Héa
Duwoc Viét Nam

S6 192, phd Dirc Giang,
quan Long Bién, thanh
phd Ha Ni.

* Thudc khdng vo trung: Vién nang cirng; Vién nang mém; Vién nhai; ThuSc dung ngoai dang 16ng (Thuéc
nudc dung ngoai); Thudc udng dang 18ng (Thudc nwdc udng); Dang bao ché ran khac (Thudc bot, thude cém);
Thudc dang bén ran (Thudc kem, thudc md); Vién nén (Vién nén, vién bao phim, vién bao duwong); Miéng
dan.

* Xuat xwéng thudc khéng vé trung.

* Nguyén liéu hda dwoc: Nguyén liéu khéng vé trung (Dang bot (Tiéu chuan DBVN V): Magnesi carbonat
base, Magnesi stearat, Magnesi sulfat, Magnesi trisilicat, Natri clorid tiém, Terpin hydrat, Berberin clorid,
Calci carbonat, Magnesi clorid; Dang bét (Tiéu chudn DBVN V): Calci lactate pentahydrat, Calci phosphat,
BOt Talc, Nabica; Dang bdt (Tiéu chudn Co s): St (11) oxalat, Bari sulfat, K&m lactat dihydrat, Kali nhém
sulfat, Kali clorid; Dang b6t (Tiéu chudn BP 2018): Magnesi lactat; Dang bt (Tiéu chudn BP 2009): Calci
hydrogen phosphat; Dang bét (Tiéu chuin USP 34): Taurin; Dang hat (Tiéu chuin Co s&): Vi soda; Dang léng
(Tiéu chudn DDVN IV): D.E.P (diethyl phtalat); Dang 16ng (Tiéu chudn DDVN V): Con tuyét d&i; Dang dung dich
dam d3c (Tiéu chuin BP 2018): Calci clorid).

* Nguyén liéu tir duogc liéu: Cao duoc liéu (Cao dac, cao kho).

* Péng gdi so cap: Tat ca cac dang thudc & muc Thudc khdng vo trung, Nguyén liéu hda dwoc, Nguyén lidu tir
duoc liéu.

* Péng gbi thir cap: Tat ca cac dang thudc & muc Thudc khdng vé trung, Nguyén liéu héa dwoc, Nguyén liédu
tlr dwoc liéu.

* Kiém tra chat lwong: Vi sinh (Gidi han nhiém khuan; Binh lwong hoat luc khang sinh bang vi sinh vat); Hoa
hoc / Vat ly.

WHO-GMP

19-20/6/2019

33

Cong ty cd phan
Dwoc pham Hai
Phong (HAIPHARCO)

S8 1, phé Tay Son,
phudng Tran Thanh
Ngo, quan Kién An,
thanh phé Hai Phong.

* Thubc khong chira khang sinh B-Lactam: Thudc nhé mat, thudc nhd mili, vién nén, vién bao phim, vién bao
dudng, thudc bét, thudc cdm, vién nang clrng va vién nang mém.

WHO-GMP

21-06-2019
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34 |Céng ty cd phan L6 CN5, khu coéng * Thudc khong vo trung: Vién nang clng; Dang bao ché ran khac (Thudc bdt, thuc com); Vién nén (Vién nén, | WHO-GMP 27-28/6/2019
dwg'c pham Wealphar |nghiép Thuy Van, x3 vién nén bao phim, vién nén bao duwdng); Thudc khdng vo trung khac (vién nén shi bot, thudc bot sui bot,
Thuy Van, thanh phé  [thudc cém sli bot).
Viét Tri, tinh Phd Tho * Xuat xudng thudc khéng vo trung.
* Pong gdi so cap: Tat ca cac dang thudc & muc Thubc khdng v tring.
* Pong gdi thi cdp: Tat ca céc dang thudc & muc Thuéc khdng vo trung.
* Kiém tra chat lwong: Vi sinh (Gidi han nhiém khuan; Dinh lwong hoat luc khang sinh bang vi sinh vat); Hoa
hoc / Vat ly.
(*Pham vi chirng nhan bao gdm ca thudc thuéc Danh muc thudc, dugc chat thuéc Danh muc chat cAm sk
dung trong mdt s8 nganh, linh vire; thuée thudc Danh muc thudc d6c, nguyén liéu doc lam thudc (trir thudc
chira chat doc té bao/kim té bao va hormon sinh duc).*)
35 [Chinhdnh Congty c8 [S6 21 duwdng s6 4, khu  |[* ThuSc san xuat vd trung: Thudc déng khb. WHO-GMP | 17-18/07/2019
phan duwoc phdm céng nghiép Viét Nam - |* Thudc tiét trung cudi: Thudc dang 1dng thé tich I1&n; Thubc dang 16ng thé tich nhé.
Imexpharm - Nha Singapore |l, phudng * Xuat xudng thudc vé trung.
mady cong nghé cao  |Hoa Phu, thanh phd * Péng goi thi cap: Tat ca cac dang thudc & muc Thudc san xuat vo trung; Thudc tiét trung cudi.
Binh Duong Thd Dau M6, tinh Binh |* Kiém tra chat lwgng: Vi sinh (D6 v6 trung; Gidi han nhiém khuan; Dinh luvong hoat lwc khang sinh bang vi
Duong sinh vat); Héa hoc / VAt ly; Sinh hoc (N&i ddc té vi khuan).
(*Pham vi chirng nhan bao gdm ca thudc chira dugc chat thudc Danh muc thudc, dugc chat thuéc Danh muc
chat cAm slr dung trong mét s nganh, linh vue.*)
36 |Congty Co phanY 179 Hoang Quéc Viét, |* Thudc tiém phéng xa chira Fluorin 18 flurodeoxy glucose (18F-FDG) WHO-GMP 27-07-2019
hoc Rang Béng - Cau Gidy, Ha Noi
Trung tam Gia tdc
VietSing Ha NGi
37 |Céng ty TNHH Phil S8 25, duwdng s6 8va  |* Nha may sd 25, Pudng s6 8, Khu cdng nghiép Viét Nam - Singapore (VSIP), Thi xa Thun An, Tinh Binh WHO-GMP 20-21/8/2019
Inter Pharma $6 20, dwdng Hiru Duong:
Nghi, khu cdng nghiép [Thudc khéng chira khdng sinh B-Lactam: Vién nang mém, thuéc kem, thuéc m@, thuéc gel.
Viét Nam- Singapore, |* Nha may s6 20, Pai 16 Hiru Nghi, Khu cdng nghiép Viét Nam - Singapore (VSIP), Thi xa Thudn An, Tinh Binh
thij x3 Thuan An, tinh Duwong:
Binh Duong. + Thu8c khéng chira khang sinh B-Lactam: Vién nang mém;
+ Thu8c chira khang sinh nhém Cephalosporin: Thudc bét pha tiém, vién nang cirng, thudc bot.
38 |[Co s& kinh doanh Thon Cai Tat, x3 An * Thudc dugc lidu, thubc cd truyén: Thudc udng dang 16ng (Sirdé udng). WHO-GMP 29-08-2019

thudc y hoc c6 truyén
Purc Thinh buwong

Dong, huyén An
Duong, thanh phd Hai
Phong.

* Xuat xwdng thudc dugc liéu, thudc cb truyén.

* Péng gbi so cap: Tat ca cac dang thudc & muc Thudc duwoc lidu, thudc cé truyén.

* Péng gbi thir cap: Tat ca cac dang thudc & muc Thudc duwoc lidu, thudc cé truyén.

* Kiém tra chat lwong: Vi sinh (Gidi han nhiém khuan); Héa hoc / Vat Iy.

(*Pham vi chirng nhan bao gbm ca thudc chira duoc liéu thudc Danh muc duoc liéu déc lam thudc.*)
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